Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 05 JUL 2006 


Message Text 


UNCLASSIFIED 

PAGE 01 STATE 017491 

61 

ORIGIN HEW-06 

INFO OCT-01 ARA-10 ISO-OO OES-05 RSC-01 /023 R 
66617 

DRAFTED BY: DHEW/FDA/JRWEINROTH 
APPROVED BY: OES/SCI/EMP:MBEAUBIEN 
DHEW/OIH/MACODDING 
ARA/C AR : GPALAZZOLO (SUBST) 

031259 

R 242057Z JAN 75 
FM SECSTATE WASHDC 
TO AMEMBASSY NASSAU 

UNCLAS STATE 017491 

E.O. 11652: N/A 

TAGS: ETRD, EIND, TBIO, BF 

SUBJECT: DRUG RECALL - THEELIN 

1. FDA ADVISES THAT AL LOTS OF THEELIN, AQUEOUS SUSPENSION 
(ESTRONE SUSPENSION) IN VIALS ONLY, LABLED AS MANUFACTURED BY 
PARKE DAVIS AND COMPANY, DETROIT, MICHIGAN AND IN TWO 
STRENGTHS 

A. 10 ML. VIALS CONTAINING TWO MG. (20,000 UNITS) PER ML. 

B. 5 ML. VIALS CONTAINING FIVE MG. (15,000 UNITS) PER ML. 

ARE BEING RECALLED FROM THE MARKET BECAUSE THE ESTRONE CRYSTALS 
DO NOT SUSPEND PROPERLY DUE TO THE FACT THAT THE SUSPENDING 
AGENT, PHEMERAL CHOLORIDE, IS REMOVED FROM THE SOLUTION BY THE 
BUTYL RUBBER STOPPERS OF THE VIALS. TO MINIMIZE A FUTURE 
OCCURRENCE, THE FIRM IS SATURATING THE VIAL STOPPERS IN A LOW 
CONCENTRATION OF PHEMERAL CHOLORIDE SOLUTION FOR FOUR WEEKS. 

2. FOREIGN CONSIGNEE, AS FOLLOWS: 

LIGHTBOURNE TRADING CO., P.O. BOX N-236, NASSAU, BAHAMAS 

3. POST IS REQUESTED TO ASCERTAIN WHETHER FOREIGN CONSIGNEE IS 
UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 017491 

FAMILIAR WITH DETAILS OF RECALL AND MAY ALSO WISH TO INFORM HOST 
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GOVERNMENT DRUG CONTROL AUTHORITIES. INGERSOLL 
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